§10.25

§10.25 Initiation
proceedings.

of administrative

An administrative proceeding may be
initiated in the following three ways:

(a) An interested person may petition
the Commissioner to issue, amend, or
revoke a regulation or order, or to take
or refrain from taking any other form
of administrative action. A petition
must be either: (1) In the form specified
in other applicable FDA regulations,
e.g., the form for a color additive peti-
tion in §71.1, for a food additive peti-
tion in §171.1, for a new drug applica-
tion in §314.50, for a new animal drug
application in §514.1, or (2) in the form
for a citizen petition in §10.30.

(b) The Commissioner may initiate a
proceeding to issue, amend, or revoke a
regulation or order or take or refrain
from taking any other form of adminis-
trative action. FDA has primary juris-
diction to make the initial determina-
tion on issues within its statutory
mandate, and will request a court to
dismiss, or to hold in abeyance its de-
termination of or refer to the agency
for administrative determination, any
issue which has not previously been de-
termined by the agency or which, if it
has previously been determined, the
agency concluded should be reconsid-
ered and subject to a new administra-
tive determination. The Commissioner
may utilize any of the procedures es-
tablished in this part in reviewing and
making a determination on any matter
initiated under this paragraph.

(c) The Commissioner will institute a
proceeding to determine whether to
issue, amend, or revoke a regulation or
order, or take or refrain from taking
any other form of administrative ac-
tion whenever any court, on its own
initiative, holds in abeyance or refers
any matter to the agency for an admin-
istrative determination and the Com-
missioner concludes that an adminis-
trative determination is feasible with-
in agency priorities and resources.

[44 FR 22323, Apr. 13, 1979, as amended at 54
FR 9034, Mar. 3, 1989]

§10.30 Citizen petition.

(a) This section applies to any peti-
tion submitted by a person (including a
person who is not a citizen of the
United States) except to the extent
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that other sections of this chapter
apply different requirements to a par-
ticular matter.

(b) A petition (including any attach-
ments) must be submitted in accord-
ance with §10.20 and in the following
form:

(Date)

Division of Dockets Management, Food
and Drug Administration, Department of
Health and Human Services, 5630 Fishers
Lane, rm. 1061, Rockville, MD 20852.

CITIZEN PETITION

The undersigned submits this petition
under (relevant statutory sections, if
known) of the (Federal Food, Drug,
and Cosmetic Act or the Public Health Serv-
ice Act or any other statutory provision for
which authority has been delegated to the
Commissioner of Food and Drugs under 21
CFR 5.10) to request the Commissioner of
Food and Drugs to (issue, amend, or
revoke a regulation or order or take or re-
frain from taking any other form of adminis-
trative action).

A. Action requested

((1) If the petition requests the Commis-
sioner to issue, amend, or revoke a regula-
tion, the exact wording of the existing regu-
lation (if any) and the proposed regulation or
amendment requested.)

((2) If the petition requests the Commis-
sioner to issue, amend, or revoke an order, a
copy of the exact wording of the citation to
the existing order (if any) and the exact
wording requested for the proposed order.)

((3) If the petition requests the Commis-
sioner to take or refrain from taking any
other form of administrative action, the spe-
cific action or relief requested.)

B. Statement of grounds

(A full statement, in a well organized for-
mat, of the factual and legal grounds on
which the petitioner relies, including all rel-
evant information and views on which the
petitioner relies, as well as representative
information known to the petitioner which
is unfavorable to the petitioner’s position.)

C. Environmental impact

(A) Claim for categorical exclusion under
§§25.30, 25.31, 25.32, 25.33, or §25.3¢ of this
chapter or an environmental assessment
under §25.40 of this chapter.)

D. Economic impact

(The following information is to be sub-
mitted only when requested by the Commis-
sioner following review of the petition: A
statement of the effect of requested action
on: (1) Cost (and price) increases to industry,



